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(54) Title: ANTIBACTERIAL, ANTIOXIDANT, IMMUNOMODULING AND ANTICANCEROGENIC 
PREPARATION AND METHOD FOR USING SAID PREPARATION 

(57) Abstract: The invention relates to medicine, in particular an antibacterial, antioxidant, detoxicating, 
immunomoduling and anticarcinogenic preparation. The inventive preparation comprises human lactoferrin as an 
active agent and pharmaceutically acceptable additives used for production of medicaments, and/or medicaments 
containing the preparation and pharmaceutically acceptable additives, i.e.: a liquid for intravenous injection, a liquid 
for intracavitary or intravesical injection, liquid for oral injection, a liquid for treating a wound surface, a liquid for 
intranasal application or in the form of eye drops, an ointment, bolus for oral application, a suppository for rectal 
and intravaginal application and pills. The inventive method can be used for preventing and curing diseases with the 
aid of the preparation containing the human lactoferrin. The invention makes it possible to develop a preparation and 
a medicament based thereon for a moderate cost. 
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ANTIBACTERIAL, ANTIOXIDANT, IMMUNOMODULING AND 
ANTICANCEROGENIC PREPARATION AND METHOD FOR USING SAID 
PREPARATION 

DESCRIPTION 

Field of Application 

The group of inventions relates to medications comprising polj/peptides, namely human 
lactoferrin, and methods of their usage. 

Prior Art 

There exists a known pharmaceutical composition used for curing and/or preventing 
inflammatory diseases of the mouth, particularly aphtous stomatitis resulting from chronic 
injections of anti-inflammatory preparations, which are comprised of protein that belongs to the 
Transferrins/Lactoferrins class, and a pharmaceutically appropriate base (EP 0730868 Al). 
Reasons that interfere with achieving the herein mentioned healing effect when using the known 
pharmaceutical preparation include limitations on the medical forms and on the methods of 
introducing the drug into the organism. 

There also exists an antioxidant preparation that is comprised of lactoferrin and is designed 
for intravenous injection (see: "Correction of homeostasis in oncology patients by laprot 
preparation", Russian Oncology Journal, Meditsina Publishers, 1996, issue #2). Reasons that 
interfere with achieving the herein mentioned healing effect include limitations on the applied 
medical forms. 

The preparation with the same function, which is closest to the claimed invention in a 
number of aspects, is the preparation for curing local complications originating from the 
application of conservative antineoplastic curing in the orofaryngeal zone (patent of Russian 
Federation No. 2099065, published 12/20/97, Bulletin No. 35), and is taken as the prototype. The 
known preparation is produced in the form of gelatin boluses that are comprised of lactoferrin of 
human milk in the amount of 6 mg of lactoferrin per bolus. Reasons that interfere with achieving 
the herein mentioned healing effect when using the known preparation, which is taken as a 
prototype, include: particular cases of the applied medical forms; limitations on the methods of 
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introducing the drag into the organism and limitations on indications for administering the 
preparation. 



There exists a known method of curing and preventing infections, inflammations and/or 
neoplasm's using lactoferrin and/or lactoferricine: a pharmaceutical composition comprised of an 
effective amount of lactoferrin and/or lactoferricine in the form of hydrolizate (WO 98/06425) is 
orally injected. Reasons that interfere with achieving the herein mentioned healing effect when 
using the known preparation include: lack of information on the ingredients of different medical 
forms; the conditions of applying cow lactoferrin to the curing process, whereas it is known that 
bovine lactoferrin is immunogenic to humans, and therefore its application in the forms of 
intravenous, intracavitary, subcutaneous or intramuscular injections is impossible, as it may 
cause allergic shock even when administered in small amounts. 

The method with the same function, which is closest to the claimed invention in a number of 
aspects is therapeutic administration of lactoferrin for preventing or curing infective diseases that 
are caused by gram-positive pathogenic bacteria. According to the known method, lactoferrin is 
used as a liquid preparation or a solid-state preparation, which is immobilized or absorbed by an 
inert base (EP 0753308 A2). This is taken as a prototype. Reasons that interfere with achieving 
the herein mentioned healing effect when using the known preparation, include limitations on 
the field of administration, as it cvires only those infective diseases which are caused by a 
concrete type of pathogenic bacteria (gram-positive), the local type of impact and the 
impossibility of intravenous injections. 

Disclosure of the Invention 

The claimed group of inventions is aimed at one task - developing a moderate-cost preparations 
or medications that shows antibacterial, antioxidant, detoxicating, anti-inflammatory, 
immunomoduling and anticarcinogenic effects; that are applicable locally and throughout the 
whole organism; and also the development of concrete methods of applying medical forms for 
preventing and/or curing a set of diseases and pathologic conditions. Pharmaceutical and clinical 
applications of the claimed preparation and the methods of its administration make attainable 
several technical, medical and economical results: the preparation is biologically compatible with 
the human organism and shows a high therapeutic effect; the preparation is compatible with any 
pharmaceutically appropriate bases, such as dissolvents, ointments, gel-forming substances and 
fillers; the preparation can be used for preparing medications for curing diseases of different 
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localizations; based on the preparation, medications with any needed concentrations can be 
prepared; the preparation is conveniently stored and transported; medications based on the 
preparation may be introduced into the organism in any known way (orally, intravenously, 
intracavitarily, intravesically; in the form of eye drops, inhalations, ointments etc.); clinical 
administration of medications that are based on the preparation makes possible local usage, as 
well as usage throughout the whole organism; and the preparation is moderate-cost, therefore its 
usage in the curing practice is economically feasible. 

When using the preparation which is part of the invention, the listed technical, medical and 
economical results are achieved on account of the fact that the claimed preparation is comprised 
of human lactoferrin as the active ingredient and pharmaceutically appropriate additives, as well 
as what comprises the known preparation that is used for curing local complications of 
conservative antineoplastic curing in the orofaryngeal zone. The distinguishing features of the 
claimed preparation are in its ingredients (human lactoferrin 10.0%-90.0%, pharmaceutically 
appropriate additives 10.0%-90.0%) and in the fact that it is aimed at preparing medications 
comprised of the preparation and pharmaceutically appropriate additives, which are applied 
intravenously, intracavitarily, intravesically, orally, intranasally, or in the form of eye drops, 
ointments, boluses for oral application, pills for oral application, or in the form of suppositories 
for rectal and intravaginal application. 

hi regard to that, concrete medications have the following ingredient proportions: 
a solution for intravenous injections with the concentration of the primeiry active ingredient equal 
to 0.01-0.025%; a solution for intracavitary or intravesical injections with the concentration of 
the primary active ingredient equal to 0.05-0.3%; a solution for oral introduction with the 
concentration of the primary active ingredient equal to 0.01-0.4%; a solution for treating wound 
surfaces with the concentration of the primary active ingredient equal to 0.1-0.3%; a solution for 
intranasal administration or in the form of eye drops with the concentration of the primary active 
ingredient equal to 0.075-0.3%; an ointment with the concentration of the primary active 
ingredient equal to 0.2-1.0%; boluses for oral administration with the concentration of the 
primary active ingredient equal to 0.2-1.0%; suppositories for rectal or intravaginal application 
with the concentration of the primary active ingredient equeil to 0.2-1.0%; and pills with the 
concentration of the primary active ingredient equal to 1-5%. 

When using the method which is part of the invention, the listed technical, medical and 
economical results are achieved on account of the fact that the claimed method, as well as the 
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known method of preventing or curing inflanunatory and infective diseases, toxic conditions, 
uses a pharmaceutical composition comprised of lactoferrin. The distinguishing feature of the 
claimed method is in the fact that to prevent and/or cure diseases, a preparation is used that is 
comprised of human lactoferrin as the primary active ingredient, and/or medical forms based 
therein, in the capacity of antibacterial, and/or antioxidant, and/or anti-inflammatory, and/or 
detoxicating, and/or immunomoduling, and/or anticarcinogenic treatments. 

In the curing process, medications containing the preparation are introduced into the organism in 
the following concentrations and amounts: for preventing and/or curing toxicoses of different 
etiologies, infections and inflammations, intravenous injection of the preparation is used, with 
the concentration of the primary active ingredient equal to 0.01-0.025% in the amount of 40-60 
mg, 1-2 times a day during a period of 3-10 days; for preventing and/or curing infections and 
inflammations in hollow organs, intracavitary or intravesical injection of the solution is used, 
with the concentration of the primary active ingredient equal to 0.05-0.3% in the amount of 50- 
100 mL (depending on the dimension of the cavity), 1-2 times a day during a period of 5-30 
days; for detersing wounds, pus cavities and for accelerating granulation, a solution is used with 
the concentration of the primary active ingredient equal to 0.1-0.3% 2-3 times a day with an 
exposition of 1-4 hrs. during a period of 3-15 days; for preventing and/or curing rhinitis, 
conjunctivitis of different etiologies, a solution is used with the concentration of the primary 
active ingredient equal to 0.075-0.3% in the form of nasal drops, 5-6 times a day, in the amount 
of 3-5 drops per nostril; or in the form of eye drops, 3-4 times a day, in the amount of 1-2 drops 
per eye during a period of 3-7 days; for preventing and/or curing toxic conditions, infections 
and/or inflanmiations in organs of the gastrointestinal tract, an oral solution is used with the 
concentration of the primary active ingredient equal to 0.01-0.4% in the amount of 40-60 mg 1-3 
times a day (2 hrs. after meals), during a period of 3-15 days; for preventing the formation of 
malignant lesions, an oral solution is used with the concentration of the primary active ingredient 
equal to 0.01-0.4% in the amoimt of 40-60 mg once a day (2 hrs. after a meal) during a period of 
30 days (this preventative course should be taken 2-3 times a year); for preventing and/or curing 
infections and/or inflammations in the stomach and intestines, pills are used with the 
concentration of the primary active ingredient equal to 1-5% in the amount of 40-60 mg 2-3 
times a day (2hrs. after meals) during a period of 3-15 days; for preventing the formation of 
malignant lesions, pills are used with the concentration of the primary active ingredient equal to 
1-5% in the eunount of 40-60 mg once a day (2hrs. after a meal) during a period of 30 days (this 
preventative course should be taken 2-3 times a year); for preventing and/or curing infections 
and/or inflammations in the mouth and/or in the esophagus, slow-dissolving boluses for the 
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mouth are used with the concentration of the primary active ingredient equal to 0.2-1.0% in the 
amoimt of 6-30 mg per time; for preventing and/or curing infections and/or diseases of the skin 
and mucous membranes, ointments are used with the concentration of the primary active 
ingredient equal to 0.2-1.0%; for preventing and/or curing infections and/or inflammations in the 
rectum and/or in the cervical canal, rectal and/or intravaginal (respectively) suppositories are 
used with the concentration of the primary active ingredient equal to 0.2-1.0%, in the amount of 
2-10 mg 5-6 times a day. 

The core of the invention is as follows: The claimed preparation is comprised of human 
lactoferrin as the primary active substance - lactoferrin is known for its antibacterial, antioxidant, 
detoxicating, anti-inflammatory and immunomoduling effects. Hmnan lactoferrin can be released 
from human milk or other human biomaterials, and it can also be produced using the methods of 
genetic engineering or transgenic production. The main essential distinguishing feature of the 
claimed preparation - in comparison with all formerly known medications comprised of 
lactoferrin - is that the claimed preparation is highly concentrated in the form of powder, which 
is compatible with any pharmaceutically appropriate base. A high level of clearance of 
lactoferrin in the preparation as well as the optimally specified proportions of the amounts of the 
active ingredient and of the pharmaceutically appropriate additives provides reliability and safety 
of the preparation when used in the curing process. The claimed limits of concentration of 
lactoferrin in the preparation enable the preservation of its original state, allowing maximum 
physiological activity. The preparation is the basic substance for producing the heretofore listed 
medications. The amoimt of lactoferrin on different pharmaceutically appropriate bases is strictly 
determined for each medical form, depending on the necessity to save glycoprotein in the 
physiologically active state, as well as on the practicability of including specific amounts of this 
physiologically active substance in the medical form. Based on experimental and clinic data, 
there is knowledge that there exist marginal amounts of human lactoferrin (amounts per dose, as 
well as amounts per course), of which the decrease may result in non-efficiency, whereas the 
increase may cause serious side effects. The optimal amounts of lactoferrin are specified in the 
claimed usage method. Claimed are also the amounts-per-course of the medications produced on 
the base of the preparation containing human lactoferrin, that are practicable in different 
pathological conditions. Depending on the kind of disease and the method of introducing the 
medication, these amounts vary but are still limited by specific marginal values. 
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Industrial Usage 

The claimed preparation, as well as the medications based on the preparation, has been clinically 
tested. The following examples of clinicsd usage of the preparation show its high curing 
efficiency. 

1 . Intravenous injection. 

Patient K. Diagnosis: stomach cancer and the condition after stomach subtotal resection and 
intracavitary injection of 5-fluorouracil in the form of microspheres. Concomitant diseases: fel- 
calculus disease, aorta aneurism. In the post-operational period, toxic hepatitis appeared in the 
patient. After administering 3 intravenous injections of the preparation (amount-per-dose 50 mg, 
amount-per-course 150 mg), the following was observed: decrease of the level of total and direct 
bilirubin in blood serum fi-om 108/86 micromoles/L down to 8.55/4.1 micromoles/L. Toxic 
hepatitis reduced. 

Patient P. Diagnosis: multifocal synchronous cancer; central cancer T2NxMO of the lower 
inferior lobe of left lung of the left lung, cancer T2NxMO of the middle fraction (out of three) of 
the esophagus. The preparation was introduced intravenously before the radial curing course. 
After administering three intravenous injections (amount-per-dose 50 mg, amount-per-course 
1 50 mg) decrease of cancer toxicosis sj'mptoms was subjectively noticed, as well as decrease of 
weakness and the appearance of appetite. The ensviing radial curing (based on the scheme of 
dynamic fi-actioning of the amount of total focal dose of 32 Gy) did not have radial reactions. 

Patient L. Diagnosis: 3"* stage colon cancer. Post-surgical condition. In the post-operational 
period, dung peritonitis, sepsis and polyorganic inefficiency were observed. The patient had been 
subject to antibacterial and anti-inflammatory therapies without showing any positive dynamics. 
Adding intravenous injections (amount-per-dose 50 mg, amount-per-course 150 mg) of the 
preparation to the traditional methods of therapy and ablution of the abdomen with the use of the 
preparation showed positive dynamics along with normalization of biochemical and morphologic 
parameters of blood. Pus-septic processes cut short because of the curing. 
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2. Intracavitary injection of the preparation. 

Patient D. Diagnosis: 3"* stage lung cancer, post-surgical condition. In the post-operational 
period, pleura empyema and fistula arose. Microbiologic analysis of the liquid from pleural 
cavity gave the following results: Pseudomonas aeroginosa. Staphylococcus epidermis. The 
preparation was injected intrapleurally in the amount of 25 mg per dose every other day during a 
period of 40 days. On the 40* day, disappearance of the pathogenic flora from the liquid of the 
pleural cavity was observed. 

Patient H. Diagnosis: 2"'' stage urinary vesicle cancer T2NOMO. The condition after urinary 
vesicle resection and radial therapy. Lancinating pyelonephritis, cystitis. Intravesical injection of 
the preparation in the amount of 25 mg per dose daily during the period of 10 days led to cutting 
short pyelonephritis and cystitis. 

3. An ointment containing the preparation. 

Patient K. Diagnosis: 2"'' "b" stage right lacteal gland cancer TINIMO. The condition after 
combined treatment, including surgical and radial therapies in 1998. In 1999, metastatic lesion of 
bone tissue of bone marrow was diagnosed. The condition during the application of the 4"' 
course of cytostatic polichemotharapy: navelbin, 5-fluorouracil. Along with the applied 
chemotherapy, phlebitis formed with pain on the left arm. For 5 days, the patient was subject to 
applications of troxevasin ointment, and the pain with skin hyperemia along the vein, remained. 
On the 6"' day, an ointment containing the preparation was prescribed. Hyperemia along the vein 
vanished, and the pain disappeared. 

Patient R. Diagnosis: 3"* stage cervix uteri stump cancer T3N4MO. 

In the process of chemoradial curing: 5-fluorouracil, platidiam, distant and intracavitary radial 
therapy - frank confluent epithelitis on the mucous membrane of the cervix uteri stump formed 
in the patient. When using an ointment that contained the preparation to treat cervix uteri stump, 
a decrease in the number of occurrences of epithelitis was observed. The specific curing was 
applied continuously and was completed. After the treatment course, residual effects of unsound 
epithelitis were observed on the mucous membrane of the cervix uteri stump. 
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4. Gelatin boluses containing the preparation. 

Patient B. Diagnosis: 2""* stage lymphosarcoma of peripheral lymph nodes. When applying 
cytostatic polychemotherapy course: endoxane, vincristine, etoposide - a small area of necrotic 
epithelitis was observed on patient's mucous membranes of the mouth. On the 2"'' day after 
administration of gelatin boluses containing the preparation, decrease of the ulcerated area was 
observed; epithelization started in 3 days. 

Patient P. Diagnosis: 4* stage mouth mucous membranes cancer. When applying the first half of 
chemoradial treatment: 5-fluorouracil, cisplatin, radial therapy with total focal dose of 22 Gy - 
confluent epithelitis of mouth mucous membranes formed in the patient; this fact required 
interruption of the specific treatment and applying symptomatic therapy. When using gelatin 
boluses containing the preparation, the confluent epithelitis was reduced on the 7* day. Radial 
therapy was continued and completely finished, as planned. When applying the 2"** half of 
chemoradial therapy, gelatin boluses containing the preparation were administered preventatively 
from the moment when specific treatment started. Even though at the moment when the 
treatment started, there were some signs of localized epithelitis on mouth mucous membranes, 
the treatment was applied continuously and as planned. After the treatment had finished: mouth 
mucous membranes hyperemia. 

5. Oral administration of a solution containing the preparation. 

Patient Z. Diagnosis: 3"* stage cervix uteri cancer TaNxMo. When using complex radial therapy 
(distant and intracavitary therapies), occurrences of enterocolitis developed in the patient. Oral 
administration of a solution containing the preparation with the amount-per-dose equal to SO mg 
(lactoferrin) during a period of 7 days, helped to cut short enterocolitis. Full course of radial 
therapy was applied continually. 

Patient K. Diagnosis: 4"" stage stomach cancer T4M1M0, post-surgical condition. When applying 
the first half of distant radial therapy (up to total focal dose of 30 Gy), occurrences of dyspepsia, 
nausea and pains in the epigastria area were observed in the patient. Oral administration of a 
solution containing the preparation, with the amount-per-dose equal to 50 mg during a period of 
7 days cut short dyspepsia and reduced the pain. A fiill course of radial therapy was continually 
administered. When applying the 2"^ half of distant radial therapy (up to total focal dose of 50 
Gy), a solution containing the preparation was administered preventatively, with the amount-per- 
dose equal to 50 mg during a period of 5 days. The specific treatment did not arouse any 
reactions. 
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6. Rectal suppositories containing the preparation. 

Patient E. Diagnosis: 3"* stage cervix uteri cancer. When applying complex radial therapy 
(distant and intracavitEiry therapies), occurrences of rectitis were observed in the patient. 
Applying rectal suppositories containing the preparation led to reducing the rectitis on the 3"* day. 
A full course of radial therapy was administered continually. 

7. Eye drops and intranasal drops containing the preparation. 

Patient Y. Diagnosis: conjunctivitis: "heavy" eyelids, uncontrollable tears, photophobia, 
hyperemia and loosened mucous membrane. Applying eye drops containing the preparation led 
to reducing the conjunctivitis on the 2"** day. 

Patient F. Diagnosis: double-sided lancinating inflammation of accessory antria of the nose. The 
patient reported the feeling of pressure in nose antria area, headache, and weak pus-mucous 
leakage from nose antria. Intranasal application of a solution containing the preparation helped 
increase the pus leakage and clear nose antria on the 7*'' day. 

Thus, the claimed group of inventions corresponds with the requirement of an invention's unity, 
since the group of inventions of different kinds forms a single inventory idea, wherein one of 
each of the claimed inventions of the group is an antibacterial, antioxidant, detoxicating, 
immunomoduling and anticarcinogenic preparation containing human lactoferrin in the capacity 
of the primary active ingredient and pharmaceutically appropriate additives; this preparation is 
aimed at producing medications, and/or medications containing the preparation and 
pharmaceutically appropriate bases are aimed at realization of the other invention of the group - 
the method of preventing and/or curing diseases with the use of the preparation containing 
human lactoferrin as the primary active substance, in the capacity of antibacterial, and/or 
antioxidant, and/or anti-inflammatory, and/or detoxicating, and/or immunomoduling, and/or 
anticarcinogenic medications. 

The claimed group of inventions corresponds with the requirement of patentability, assessed 
using the criteria of novelty, inventory level and industrial usability. The claimed group of 
inventions has a set of advantages in comparison with lactoferrin-based preparations and 
methods of their application that are used presently. Namely, the preparation is biologically 
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compatible with the human organism and has a high therapeutic efficiency; the preparation is 
compatible with any pharmaceutically appropriate bases: dissolvents, ointments, and gel-forming 
substances; the preparation can be used for preparing medications aimed at curing diseases of 
different localizations; based on the preparation, medications of any concentration level can be 
prepared; the preparation is easily stored and transported; medications prepared on the base of 
the preparation can be introduced into the organism using any of the known methods: orally, 
intravenously, intracavitarily, intravesically; and in the form of eye drops, inhalations, ointments 
etc.; clinical application of medications prepared on the base of the preparation enable local 
curing effects as well as curing effects throughout the whole organism; medications based on the 
preparation containing lactoferrin can be produced under the conditions of any pharmacy or 
hospital; the preparation is moderate-cost; and its clinical use is economically feasible. 
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1. Antibacterial, antioxidant, detoxifying, immunomodulating, and anticarcinogenic 
preparation containing human lactoferrin as the primary active ingredient and 
pharmaceutically appropriate additives, distinguished by the following proportions of the 
abovementioned constituents (in wt. %): 

Human lactoferrin 1 0.0 - 90.0 

Pharmaceutically acceptable additives Balance 

2. A medication per Claim 1, distinguished by the fact that it is produced as a solution for 
intravenous injections, with the concentration of the primary active ingredient equal to 
0.01 - 0.025%. 

3. A medication per Claim 1, distinguished by the fact that it is produced as a solution for 
intracavitary or intravesical injections with the concentration of the primary active 
substance equal 0.05 - 0.3%. 

4. A medication per Claim 1 , distinguished by the fact that it is produced as a solution for 
oral application with the concentration of the primary active ingredient equal to 0.01 - 
0.4%. 

5. A medication per Claim 1, distinguished by the fact that it is produced as a solution for 
treating wound surfaces, with the concentration of the primary active ingredient equal to 
0.1-0.3%. 

6. A medication per Claim 1 , distinguished by the fact that it is produced as a solution for 
intranasal application or in the form of eye drops with the concentration of the primary 
active ingredient equal to 0.075 - 0.3%. 

7. A medication per Claim 1, distinguished by the fact that it is produced in the form of an 
ointment with the concentration of the primary active ingredient equal to 0.2 - 1.0%. 

8. A medication per Claim 1, distinguished by the fact that it is produced in the form of 
boluses for oral application with the concentration of the primary active ingredient equal 
to 0.2-1.0%. 

9. A medication per Claim 1, distinguished by the fact that it is produced in the form of 
suppositories for rectal or intravaginal application with the concentration of the primary 
active ingredient equal to 0.2 - 1 .0%. 

10. A medication per Claim 1, distinguished by the fact that it is produced in the form of pills 
with the concentration of the primary active ingredient equal to 1 — 5%. 
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11. A method of preventing and curing diseases using a lactoferrin-containing pharmaceutical 
composition, distinguished by the use of the preparation of Claim 1 for preventing and/or 
curing diseases and/or toxic conditions. 

12. A method per Claim 11, distinguished by intravenous injection of solution with the 
concentration of the primary active ingredient equal to 0.01 - 0.025%, in the amount of 
40-60 mg 1-2 times per day during a period of 3-10 days for preventing and/or curing 
toxicoses of various ethiology, infections, and inflammations. 

13. A method per Claim 11, distinguished by intracavitary or intravesical injections of, 
depending upon the dimension of the cavity, 50-100 ml of solution with the concentration 
of the primary active ingredient equal to 0.05 - 0.3%, 1-3 times per day during a period 
of 5-30 days for preventing and/or curing infections and inflammations in hollow organs. 

14. A method per Claim 11, distinguished by application of solution with the concentration 
of the primary active ingredient equal to 0.1 - 0.3% 2-3 times per day with exposure time 
of 1-4 hrs. during a period of 3-15 days, for detersing wounds, pus cavities and for 
accelerating granulation. 

15. A method per Claim 1 1, distinguished by the use of solution with the concentration of the 
primary active ingredient equal to 0.075 - 0.3% in the form of nasal drops, in the amount 
of 3-5 drops per nostril 5-6 times per day; or in the form of eye drops, in the amount of 1- 
2 drops per eye 3-4 times per day during a period of 3-7 days for preventing and/or 
curing of rhinitis and conjunctivitis of vjirious etiologies. 

16. A method per Claim 11, distinguished by oral administration of solution with the 
concentration of the primary active ingredient equal to 0.01 - 0.4% in the amoxmt of 40- 
60 mg 1-3 times per day (2 hrs. after meals) during a period of 3-15 days for preventing 
and/or curing toxic conditions and/or infections and/or inflammations of the 
gastrointestinal tract. 

17. A method per Claim 11, distinguished by oral administration of pills with the 
concentration of the primary active ingredient equal to 1-5% in the amovint of 40-60 mg 
of the main active substance per time /Translator's Note: Phrase repeated in original 
document / [1-5% in 40-60 mg single doses of main ingredient], 2-3 times per day, 2 hrs. 
after meals, during a period of 3-15 days for preventing and/or curing infections and/or 
inflammations in the stomach or the intestines. 

18. A method per Claim 11, distinguished by oral administration of solution with the 
concentration of the primary active ingredient equal to 0.01 — 04%, in the amount of 40- 
60 mg once a day (2 hrs. after a meal) during a period of 30 days for preventing the 
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development of malignant growths; this preventative course should be repeated 2-3 times 
per year. 

19. A method per Claim 11, distinguished by oral administration of pills with the 
concentration of the primary active ingredient equal to 1-5%, in the amount of 40-60 mg 
once a day (2 hrs. after a meal) during a period of 30 days for preventing the development 
of malignant growths; this preventative course should be repeated 2-3 times per year. 

20. A method per Claim 11, distinguished by oral administration of the preparation in the 
form of boluses containing 0.2 - 1.0% of the primary active ingredient and designed for 
slow dissolution in the mouth, in the amounts of 6-30 mg of the primary substance per 
time, for preventing and/or curing infections and/or inflanmiations in the mouth or the 
esophagus. 

21. A method per Claim 11, distinguished by application of the preparation in the form of an 
ointment containing 0.2 — 1 .0% of the primary active ingredient, for preventing and/or 
curing infections and/or inflattmiations in the skin and mucous membranes. 
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'P*^' H3o6peTeHHe othochtoi k MCAHUHHe h Kacaerroi aHTH6aKTepManbHoro, 
aKTHOKCHAaHTHoro, AeroKCHiuipyioiuero, HMMyHOMOAyJiHpyiomero h 
aHTHKaHueporcHHoro npenapara. 

H3o6peTeHHe aawnoHaercji b tom, hto npenapar coflepjKHT MejioBenecKHH 
jiaicro4>eppHH b KanecTBe aimiBHoro BcmecTBa h (]>apMaueBTHHecKM npMeMJieMue 
Ao6aBKH, npeAHasHaHeHHuii am MSroroaneHHx jiexapcTBeHMbix q)eACTB, m/hjih 
jieKapcTBeHHue cpeAcrsa, coAepxcaiuHe npenapar h 4>apMaueBTHHecKH npHeMJieMue 
HOCMTejui: pacTBop pflu BHyrpHBeHHoro BseAeHiu, pacTBop am BHyrpHnoAOCTHoro hjih 
BHyrpHnysupHoro BseAeHiu, pacraop am nepopajibHoro BBCAeHiu, pacrsop am 
o6pa6oTicH paHCBbix nosepxHOcreii, pacrsop am HHTpaHaaajibHoro npHMeHeHiu hjih b 
^opMe rjiasHbDc xanejib, Masb, 6ojiiocu am nepopajibHoro npuMeHeHtu, cynnosMTopHH 
AM peirrajibiioro hah HHrpaBaniHaAbHoro npHMeHeHtu, TaSjiencH. Cnoco6 
npo4»uiaKrHKH h/hjih AeneHtu 3a6oAeBaHHii c HcnoAbsosaHHeM npenapara, 
coAepsKamero AaKTO4)eppHH qenoaeKa. HsodpereHHe o6ecneHHBaeT cosAanHe 
AOCiynHoro no ctommocth npenapara h jieKapcrBeHHbnc cpeACTB na era ochobc. 
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AHTHBAKTEPIIAJIbHI.IH, AHTHOKCHMHTHBlft, 

mmmoMOffymPYiom^i h AimiKAHipporEHHbid 

nPEIIAPAT H CnOCOB ErO nPHMEHEHHH 

OnnCAHHE 
5 OSjiaCTb XeXHHKH 

Fpynna H3o6peTeHHH OTHOcHrca k JieicapcTBeHHUM npenaparaM, coAepaKaiaHM 
nojDuieirniAbi, a hmchho jiaicro4>eppHH HejiOBexa, h cnocoGaM hx npHMeHeHiu. 

npe^inecTByioii^HH yposenb TexmiiCH 

EbsecTHa 4>apMaqeBTHHecKaa KOMnosHUHH ftiw jieneHHH h/hjih npo(J)HjiaifrHKH 

10 BocnajnrrejibHbix 3a6ojieBaHHH b poroBOH nojiocTH, b HacTHOcro a4)T03Horo CTOManfra, 
BbQBaHHoro xpoHHHecKHM BBefleHHCM npoTHBoonyxojieBbK npenaparoB, BitmoHaiomaa 
6ejiOK, npHHaflJieacaiAHH k miaccy TpaHc4)eppHHOB/jiaicT0(J)eppHHOB h (})apMaueBTHHecKH 
noflxoflHmHH HOCHxenb (EP 0730868 AI). K npHHHHaM, npeiurrcTByiomHM flocTHMccHHio 
oiiHcaHHoro hkscc jieHe6Horo 34)<J)eKTa npH HcnojibsoBaHHH HSBecTHoii 

15 ^apMaueBTHHecKOH KOMnosHifliH, OTHOCHTca orpaHHHeHHe no accopTHMemy 
jieKapcTBeHHbK (JiopM H cnoco6aM BBeACHHa npenapara b opraHKjM. . 

HsBCcreH xaioKe aHTHOKCHflanrHbiH npenapar, BiunoHaioutHii ;iaicro4>eppiiH h 
npeflHasHaneHHWH ma BHyipHBeHHOro BBeAeHHH (Koppeici^HH roMeocrasa y 
OHKOJiorHHecKHX 6ojibHbix npenaparoM JianpoT, "PocchKckhh OHKOJioniHecKHH atypHan", 

20 H3fl. "MeflHUHHa", N 2, 1996 r.). K npHMHHaM, npeiurrcTByiou^HM AOCTHHceHioo 
onHcaHHoro Hn»e jieHe6Horo s^^sKra, othochtcx orpaHHHeHHe no npHMCHHCMbiM 
jieKapcTBeHHbiM ^opMaM. 

HaH6ojiee 6jih3khm npenapaxoM roro see Ha3HaHeHHfl k saaBjueMOMy HSodpereHHio 
no coBOKynHOCTH npHSHaKoe nBJiaenrcH npenapar pflsi jieqeKHs Medubix ocnoxcHeHHii 

25 KOHcepBaTHBHoro npoTHBOonyxoneBoro jieneHHa b opo4)apHHreajibHOH aoHc (nareHT 
J&2099065, ny6ji. 20.12.9?; Bioji. >635), npHHsnr aa nparoran. JfeBccTHbiH npenapar 
BbinojiHea b 4>opMe xcenarHHOBbix 6o;iiocob, coAep^caiitHx jiaKFO^eppHH HcencKoro 
MOJioKa B KOJiHHecTBe 6 MP Jiaicro4)eppHHa na 6ojnoc. K npuHHuaM, npenOTcrByiouiHM 
flOCTHaceHMO onHcaHHoro nrnKe JieHe6Horo 3$$eKra npH HcnojibsoBaHHH HSBecTHoro 
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npenapaxa, npHHaroro sa nporaran, oTHOcarca: 

HacTHbiii cJiynaH HcnojibsyeMOH JiCKapcTBeHHOH 4)opMbi; 

orpaHHHeHHfl no cnoco6aM BBeACHiui npenapara b opraHioM; 

orpaHHHeHHH no noKaaaHHHM k npHMCHeHHio npenapara. 
5 HsBecreH cnoco6 JieneHHa h npo4>iinaKTHicH HH4)eKUHH, BocnaneHHH h/hjih 
onyxDJieii npw noMomH JiaKTo4)eppHHa h/hjm JiaKro4)eppHUHHa, aajoiiOHaiomHiicfl a 
nepopajibHOM BseAeuHH 4>apMai;eBTHHecK0H KOMno3HUHH, coAepucauieH 34)4>eKrHBHoe 
KOJiMHecTBO jiaKFo4>eppHHa h/hjih JiaicTo4>eppHUHHa b 4>opMe rHApoJiHsara (WO 
98/06425). K npHHHHaM, npensTciByioaiHM' AocnoKeHHio onHcaHHoro mtiKe jieHeGHoro 
' 10 34)4>eKTa npH HcnojibSosaHHu HSBecmioro npenapanra, othocotch: 

OTcyrcTBHe AaHHbK o KOHKperHOM cocraBC pasjiHHHbcc jieKapcTBeHHbix 4>opM; 

ycnoBHX Hcnoji&30BaHHfl b JieneGHOM npouecce jiaicTo4)eppHHa KopoBbi, b to BpeMx, 
KaK H3BecTHo;^>m> jiaKTo4)eppHH KopoBbi aBJuerrcs HMMynoreHHUM wa HenoBexa, h ero 
BHyrpHBeHHoe, BHyrpHnojiocTHoe, noAKOJKHOe, BHyrpHMbiineHHoe npuMeneHHe 

IS HeB03M0HCH0, TRK KaK ^3^6 B HH3KHX AOSaX OHO MO»ceT BbQBaTb ajIJieprHHeCKHH IHOK 

HaH6ojiee 6jih3khm cnocoGoM Toro xce HashaHeHHH k sasBjueMOMy H3o6peTeHHK) 
no coBOi^nnocTH npHsuaKOB aBjinercx. repaneBTHHecKoe npHMeneHHe jiaKFo4)eppHHa 

ffflX np04>HJiaKTHKH HJIH JieieHHH HH4)eKIl[H0HHbIX 3a60JieBaHHH, BblSBaHHblX 

rpaMnojio^KHTenbHbiMH naTorennbiMH .6aKTepwiMH. B cootbctctbhh c HSBecTHbiM 
20 cnoco6oM jiaKTo4>eppHH npHMeHsor b $opMe ^hakofo npenapara, TBepAoro npenapara, 

HMM06HJIH3PBaHHbIM HJIH aflCOp6HpOBaHHbIM Ha HHCpTHOM HOCHTejie (EP 0753308 A2), 

npHHflT 3a npoTOTMn. K npiiHHHaM, npeoOTCTByioujiHM AOCTHxceHHK) onHcaHHoro HH^e 
jieMe5Horo 3(J)4)eKra npw HcnojibsoBaHUJd HSBecTHoro npenapara, othochtch 
orpaHHHeHHocTb o6jiacTH npHMCHeHHa jieneHHeM HH^eKUHOHHbK 3a6o;ieBaHHH, 
25 Bfai3BaHHbix onpeflejicHHbiM bh^om naroreHHbix MHKpoopraHHSMOB 
(rpaMnojiOHCHrejibHbix), JiOKajibHbiH cnoco6 BOSACHCTBHa h HeBOSMOXHOcrb 

HCnOJIbSOBaHHfl flflSl BHyrpHBCHHOro BBeAeHHH B opraHKSM. 

PacKpuTHe H306peTeHHH 

SaaBJiaeMaa rpynna H3o6pereHHfi HanpaBJiena na peuieHue enanoii sajuBnu - 
30 cosAaHHii AociynHoro no ctohmocth npenapara h AeKapcTBeHHUX cpeAcrs na ero 
ocHOBe, oGnaAaioiAHx airrHGaicrepHanbHbiM, aHrHOKCHAam-HbiM, AcroKCHuupyrainHM, 
npoiVBOBOcnanHrejibHUM, HMMynoMOAyJiHpyiouiHM h anrHKaHueporenHbiM AeHcraHCM, 
npHroAHbix KaK msi jioKajibHoro npHMeneHwi, rax h ahh B03AeHCTBHH ua opraHHSM a 
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uejioM, a TaK^e KOHKperHhix cnoco6oB npHMeneHHX jieKapcTBeHHbix 4>opM fljia 
npo4>HJiaKTHKH h/hjih jieneHHA uejioro p^a saGojiesaHMH h narojiorHHecKHX 
cocTOHHHH. HcnojiMOBaHHc B 4>apMaueBTHHecK0H H KjiHHHHecKOH npaioiiKe 
saflBjiHeMoro npenapara h cnoco6oB ero npHMeneHHA nosBOJiner AOCTHMb HecKOJibKHX 
5 TexHHHecKHx, jieHe6Hbix h SKOHOMmecKHX peayjibxaTOB: 

npenapar 6M0C0BMecTHM c opraHiisMOM nejioseKa h TepaneBTHHecKH 

BbICOK03(i)4)eKTHBeH; 

npenapar coBMecTHM c jiio6wmh 4>^PMaueBTHHecKM npuroAHbiMH HOCHrejUMH: 
pacTBopirrejiHMH, MasHMn, «ejieo6pa3yK)mHMH BemecraaMH, HanojuorrejiflMH; 
10 npenapar npHroAeH am HaroroBjieHna JieKapcTBeHHbK q)eflCTB, npeAHaaHaneKHbix 
AJiH jieHeHHH saSojieBaHHH pasjiHHHOM noKahmaum; 

Ha ocHOBe npenapara Moryr 6biTb 'HsroroBjieHbi JieKapcTBeHHbie cpeAcrsa jik>6oh 
Tpe6yeMoft KOHueinpauHH; 

npenapar yAoGen b xpaHCHHH h TpaHcnopropoBKe; 
IS jieKapcTBeHHbie cpcACTBa,. HsroroBJieHHue ua ocHoae npenapara, Moryr 6biTb 
BBCAeHbi B opraHHSM npaKTHHecKH jnoSbiM h3 HSBecTHbK cnoco6oB: nepopajibHO, 
BHyipHBeHHO, BHyrpHnojiocTHO, BHyrpHnysbipHO, b BUflfi rjiasHbix icanejib, hhiutui^hh, 
MascH H AP>; 

HCnOJIbSOBaHHe B KJIHHHHeCKOH npaKTHKe JieKapCTBCHMblX CpCACTB, HSrOTOBJieHHUX 

20 Ha ocHOse npenapara, nossojiaer ocymecTBjuTb kzk JioKajibHoe BOSAeHcxBHe, raK h na 
opraHHSM B i;enoM; 

npenapar Aocrynen - no ufine, . ero npHMeneHHC b jieneGHOH npaicrHKe 
3K0H0MHHecKH onpaBAauo. 

VKasaHHbie- ^HHbie rexHHHecKHe, jienedHue h aKOHOMHHecKHe -pesyjibTarbi npu 
• 25 ocymecTBJieHHH rpynnu H3o6peTeHHH no o6beiay npenapar AOCTHraiOTCii 3a chct TX>ro, 
HTO raK ;Ke, KaK HSBecrnbiH npenapar pflsi JieneHHfl MecTHbcc ocjioxcHeHHH 
KOHcepBarHBHoro npoTHBoonyxojieBoro jieMeHiu b opo^apMHreanbHOH aone, 
saflBJweMbifi npenapar coflepjKHT ;iaKTo4)eppHH HejiOBCKa b KaHecrse aicrHBHoro 
BemecrBa h 4)apMaueBTHHecKH npHeMneMbie flo6aBKn. Oco6eHHqcTb aaaBjweMoro 
30 npenapara aaioncHaercH b tom, hto oh HMcer cocraB: jiaKTO(})eppHH HejiOBena 10,0% - 
90,0%, ^JapMauesrHMecKH npHCMJieMbie AoSasKH - ocrajibHoe, h npeAHasHaHeH nasi 
n3roroBJieHHH jieKapcTBeHHbK cpeACTB, coAep>KamHx npenapar h 4'apMaueBrHHecKH 
npHeMJiewbie HOCHrejiH, pflu BHyrpHBeHHoro, hjih BHyrpHnoTOcrHoro, hjih 
BHyrpHnysbipHoro, hjih nepopajibupro BBeAeHHfl, hjih jva- HmpaHasajibHoro 
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npHMeHeHHH, hjih b 4)opMe rjiasHbix Kanejib, iuih b 4)opMe MasH, vum b 4>opMe 6ojik)cob 
fljia nepopajibHoro npHMCHeHiia, hjih b (J)opMe Ta6jiefroK fljw nepopajibHoro 
npHMCHeHHa, HJIH B ^lopMC cynnosHTopHes juia peicrajibHoro hjih HHTpasarHHajibHoro 

npHMeHCHH^. 

5 npH 3T0M KOHKpeTHbie jieKapcTBeHHbie cpeflCTBa umciot cjieflyiomHH cocras: 

pacTBop Him BHyrpMBeHHoro BBenema c KOHueHTpauHeH ocKosHoro 
fleHCTByiomero semecTBa 0,01 - 0,025%; 

pacTBop fljw BHyrpHnojiocTHoro hjih BHyrpHnysbipHoro BsefleHHa c 
KOHiieHTpaipieH ochobhoix) fleficTByiomero BemecTBa 0,05 - 0,3%; 
10 pacTBop pjisi nepopajibHoro BBeAenwi c KOHrteinpauHeH ocHOBHoro AeHcrsyioiitero 
BeI^ecTBa 0,01 - 0,4%; 

pacTBop win o6pa6oTKH paHCBbix noBepxHocreii c KOHMeHipai^ieH ochobhoix) 
fleHCTByK)mero.BemecTBa 0,1 - 0,3%; 

pacTBop AHH HHTpaHasajibHOFO npHMeHeHHH hjih b 4)opMe rjiasHbix Kanejib c 
15 KOHueHTpauHeii ocHOBHoro AeiicTByiomero BemecTBa 0,075 - 0,3%; 

Masb c KOHi]ieHTpai;HeH ochobhoix) AeiicTByioiaero semecTBa 0,2 - 1,0%; 
6ojiK)Cbi mix nepopajibHoro npHMeHeHHa c KOHueHrpaqneH ocHOBHoro 
fleiicTByiomero Bemecraa 0,2 - 1,0%; 

cynnosHTopHH pfln peKranbHoro hjih HmpaBarHHanbiioro npHMeHeuHs c 
20 KOHi;eHTpauHeH ocHOBHoro AeficTByiou<ero Beu^ecTBa 0,2 - 1,0%; 

TaGnencH c coAepxaHHCM ocaoBHbro AeHcrsyioiqero BeiAecrsa 1 - 5%. 
VKasaHHbie eAHHue TexHHHecKHe, JienedHbie h 3K0H0MHHecKHe pesyjibTaru npH 
ocyutecTBJiCHHH rpynnu H3o6peTeHHg no oGbeiciy cnoco6 npHMeHCHHa AOcrnraioTCfl sa 
cier Toro, hto 3aaBjweMbiH cnoco6 TaK Mce, ksk HSBecTHbiH cnoco6 npo^HjiaicTHKH hjih 
25 JieneHHS BocnajiHreJibHbix h HH4)eKUH0HHbix saSojieBaHHii, TOKCHHecKHX coctohkhK, 
ocymecTBJiHioT npH noMomH 4>3pMai<eBTHHecK0H . KOMno3HUHH, coAepxcamcH 
jiaicro(|>eppHH. Oco6eHHOCTb saaBjraeMoro cnoco6a samnoHaercfl b tom, hto pflsi 
npo4)HjiaicrHKH m^hjih jieneHHa 3a6ojieBaHHfi Hcnojibsyrox npenapar, coAcpxcamnH 
jiaicro4>eppHH HejioseKa b KanecTBe ocHOBHoro AeHcrsyioutero BeiqecTBa, h/hah 
30 jieKapcTBeHHbie (jjopMbi, HsroroBjieHHue na ochobc npenapara, b KanecTBe 
aHTH6aKTepHajibHbix h/hjih aHTHOKCHflaHrowx, h/hjih npoTHBOBocnajiHrejibHbix, h/hjih 
aeroKCHi^HpyioiUHX, h/hjih HMMyrioMOflyjiHpyiomHx, h/hjih aHTHKaHMeporeHHbix 

CpCACTB. 

• ^^jw ocyiAecTBJieHHH jienedHoro npoi^ecca jieKapcroeHHue cpeflcraa, coflepxcamHe 
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npenapar, bboaht b opraHHSM s cjieAyiommc KOHueHTpauHHx h floaax: 

flJW npOtJjHJiaKTHKH h/hjIM JieneHHH T0KCHK030B paanHHHOH 3TH0JI0rHH, HH(J)eKI^HH, 

BocnajieHHH npHMCHHioT BHyrpHseHHoe BBeACHHe pacTBOpa c KOHueHTpauHefi ocHOBHoro 
AeiicTByiomero semecTBa 0,01 - 0,025%, b paaoBOii floae 40 - 60 mt, 1 - 2 paaa b Aenb b 
5 TeneHHe 3-10 ahch; 

fljiH npo4)HJiaKTHKH h/hjih jieieHwi HH^jetcuHH, BocnajieHMM B nojibK opranax 
npHMCHxioT BHyrpHnoxtocTHoe hjih BHyrpHnysbipHoe BBCAeHHe pacreopa c 
KOHueHTpauHea ochobhofo fleiicTByiomero Beu(ecTBa 0,05 - 0,3% b KOjimecTBe 50 - 100 
Mji, B sasHCHMOCTH OT o&bCMa nojiocTH, 1-3 pasa B ACHb B TeneHHe S - 30 ahcS; 
10 jiflH OHHiqeHHa pan, rao^Hbix nojiocreH h ycKopeHiut rpaiiyjUKHii npHMeiuaoT 
pacTBop c KOHuenrpaivieH ochobhofo AeiicTByioiAero semecTBa 0,1 - 0,3%, 2-3 pasa b 
ACHb npH 3Kcno3HqHH 1-4 Haca b TeneHHe 3-15 Aneii; 

jiflu npo4>HjiaKTHKH h/hjih jieneHHS phhhfob h mn-biOHKTHBHTOB paanHMHoS 
3THOJioniH npHMeHHioT pacTBop c KOHqeHrpauHeH ochobhofo AeiicTByioiAero BeiAecraa 
15 0,075 - 0,3%, B BHAe Kanejib b hoc 5 - 6 pas b ACHb no 3 - 5 Kanejib b icajKAyio hosapk) 
HJIH b BHAe rAasHbK xanenb 3-4 pasa b Aenb no 1 - 2 Kaiuie b V3sm>m mas, 
cooTBerciBeHHO, b TeHenne 3-7 ahch; 

AJU npo4>HJiaKTHKH h/hjih JieneHHH TOKCHHecKHX coctohhhh, HH4)eKi;HH h/hjih 
BocnajieHHii b opranax xcejiyAOHHo-KHmeHHoro xpaicra npHMeimcn: BHyrpb pacTBop c 
20 KOHMCHTpaqHeii ocHOBHoro AeHcrsyiouiero BeiqecTBa 0,01 - 0,4%, b pasoBOH Aose 40 - 
60 Mr 1 - 3 pasa b Aenb nepes 2 naca nocjie cau b TeneHHe 3-15 ahch; 

fiflu npo4)iinaKTHKH BOSHiucHOBeHHx sjioKaHecTBeHHbK onyxojieH npHMeHHior 
BHyrpb pacTBop c KOHi(eHTpai(HeH ocnoBHoro ACHCTByioiAero BeiAecrsa 0,01 - 0,4%, b 
pasoBoii AOse 40 - 60 Mr 1 pas b Aenb nepes 2 naca nocne caw b TCHCHHe 30 ahbh; Kypc 
25 npo4)HJiaKrHHecKoro npneMa noBTop«OT 2-3 paaa a foa; 

fljiH npo(J)HJiaicrHKH h/hjih JieHenHfl HH^eicuHH h/hjih BOcnajienHH b McejiyAKe h 
KHmeHHHKe npHMCHHiOT Ta6jieTKH c coAepjKaHHeM ochobhofo fleHCTByioiAeFO BemecTBa 
1 - 5%, B pasoBOH AOse 40 - 60 mf ochobhofo BemecTBa 2-3 pasa b Aenb nepes 2 Maca 
nocjie CAbi BTeneHHe 3-15 ahch: 

30 AJW np04)HJiaKTHKH BOSHHKHOBeHHH SJIOKaHeCTBeHHblX OnyXOJiefi npHMCH^T 

BHyrpb Ta6jieTKH c coAepMcaHHeM ochobhofo ACHCTByioiAeFo Bemecrsa 1 - 5%, b pasoBOH 
AOse 40 -60 MF OCHOBHOFO aemecTBa 1 pas b ACHb nepes 2 naca nocjie cam b TeneHHe 30 
ahch; Kypc npo(})HnaKTHHecKoro npncMa noBToparar 2-3 pasa b foa; " 

AHH npo4>HJiaicrHKH . H/HJiH^neHeHHH HH4>eKqHH h/hjih BocnajieHHH b potoboh 
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noJiOCTH h/hjih nuuteBOAe npHMenxiOT 6ojik}ci>i, npeAHasHaHeuHbie ahh MeAJieHHoro 
paccacbiBaHHH b potoboh nojiocTH, c KOHueHrpauHeii ochobhoto AeHcrayiou^ero 
BeinecTBa 0,2 - 1,0%, b paaoBoii flose 6 - 30 mt ocHOBHoro BemecxBa; 

AJiH npo4)HjiaKTHKH h/hjih jieHCHiM HH^eKUHH h/hjih BOCnajieHHH KOaCH H 
5 cnH3HCTbix npHMeHjnoT MasH c KOHueHTpauHeii ocHOBHoro AeHCTByromero Bemecrsa 0,2 
- 1.0%; 

jijvi npo^HJiajcTHKH h/hjih jieneHHa HHijjeKUHH h/hjih BocnajieHHH b np^MOH xnuiKe 
h/hjih b uepBHKajibHOM Kanajie npHMCHsnor cynnosHTopHH c KOimeHrpauHeii ochobhoto 
fleiicTByiomero BemecTsa 0,2 - 1,0%, a pasoBoii flose 2 - 10 mt ochobhoto BemecTsa 5-6 
10 pas b AeHb nyrew BBefleHHa cynnosHTopiu b npaMyio KHUiKy h/hjih HmpaBaniHajibHo 
cooTBercraeHHo. 

CymnocTb HsoSpereHHx saKmoiaercs s cJieflyiomeM. SaasjweMUH npenapar 
coAepxcHT b KanecTBe ocHOBHoro AeHCTByioiAero BeiAecTsa jiaKro4)eppHH Hejioseica, 

HSBeCTHUil CBOHM aHTHdaKTepHaJIbHblM, aHTHOKCKAaHTHbIM, AeTOKCHUiipyiOUIHM, 
IS npOTHBOBOCnaJIHTeJIbHbIM H HMMyHOMOAyJIHpyiOiqHM ACSCTBHeM. JIaKTo4)eppHH 

HejiOBCKa MOJKer 6MTb Bbmejien m jKencKOFO MOJiOKa h Apyroro 6HOJiorHHecKoro 
Marepnajia nejioBeKa, a raicMce nojiyneH reHHO-HHacenepHbiM Hjm TpaHcreHHHM 
cnoco6aMH. Ochobhum cyiAecTBenHbiM oTJiHHMeM saaajweMoro npenapaxa or scex 
panee HSBecnibix jieKapcTBeHHbix cpeAcra, coAepjKaiuHx jiaicTo4)eppHH, aajtaercji to, hto 

20 OH np^craajwer co6oh KOHuempaT b $opMe nopouiKa, coaMecTHMUH c jiioSwmh 
4>apMaueaTHHecicH npuroAHbiMH HOCHrejiflMH. Bbicoicaii crenenb ohhctkh JiaKTo4)eppHHa, 
BXOAamero a cocraa npenapara, a raicsce oimiMajibHO onpcAejieHHoe cooTHomeHHe 
aKTHBHoro aemecraa h ^apMaAeBTHHecicH npueMneMbix Ao6aBOK odecneHHaaer 
HaAeHCHOcrrb h 6e30nacH0CTb ' ero npHMenenHfl a JieneGHOM npouecce. SaaajraeMbie 

25 npeAejibi KOHuenrpauHH jiaKT6,4>eppHHa a npenapare nosaojinoT coxpaHHTb 

JiaKTO^jeppHH B HaTHBHOM COCTOflfHHH, T.e. B COCTOflHHH MaKCHMaJIbHOg 

4>H3HOJiorHHecKoii aKTHBHOCTH. IIpenapaT flBjiHenrcx hocoahum npoAyxroM ajw 
npHroTOBAeHHa nepeHHCjienHbix Bbnne JiekapcraeHHbix cpcACTB. KojiHMecTBo 
jiaKT0(|)eppHHa b pasjiHHHbix ^i^PMaiieBTHHecKH npHTOAHbix HOCHTejiHX crporo 

30 AerepMHHHpOBaHO B Ka»AQH JieKapCTBeHHOH ^OpMC B SaBHCHMOCTH OT HeoSxOAHMOCTH 

coxpaHCHHH rjiHROnpoTCHAa b (i)H3Ho;iorHHecKH aicrHBHOH .(l)opMe, a TaK«e or 
itejiecoo6pa3HOCTH BBeAeHna b jieKapcTBCHHyio $opMy onpeAeneaHbix KOJiHHecTB stoto 
4)H3HOJiorHHecKH aKTHBHoro BeiAecraa. Vb SKCnepHMeHrajibHbix h KJiHHHHecKHx Aannbix 
MaecTHO, HTo HMeiOTCfl npeABJibHbie A03bi jiaicro4)eppHHa HenoBexa (KaK paaoswe, ran h 
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KypcoBbie), HioKe Koropbix npenaparu Ha ero ocHose ne 34)4)eKTHBHbi, a Bbnne - MOiyr 
Bbisbffiaxb cepbesHbie no6oHHbie peaKiwH. OirraManbHbie flosM BBeflCHHa Jiaicro^eppHHa 

onpeAejienu b saflBjweMOM cnoco6e npHMeHCHHH. SaaBJienbi raoce KypcoBwe floau 

jieKapCTBeHHbK cpeflCTB, HsroxoBjieHHbix Ha ochobb npenapaxa, coflepMcamero 
5 jiaKTo4)eppHH HenoBCKa, Koxopbie ^eJIecoo6pa3Ho npHMCHarb npH . pasjiHHHbK 

narojiorHHecKHx coctoahmax. B 3aBHCMMocTH or 3a6ojieBaHHJi h cnocoSa BseAeHHx ohh 

BapbMpytoT, HO B TO >Ke BpeMH KMeiOT onpeAeneHHbie npeAejiu. 

npoMumjieHHafl npHMeHUMOcn. 

SaMBjiHeMbiH npenapar, a tzjokg JieKapcTBeHHbie cponcTBa, HsroTOBjieaHue ua ero 
10 ocHOse, npouuiH miHHHHecKHe HcnbrraHiix. O bucokoh JieHe6Hoii 34)4>eKTHBH0CTH 
npenapara cBHAerenbCTByioT cnexyioiuHe luiHHHHecKHe npuMepu ero npHMeneHHa. 
1. BHyrpHBeHHoe BBe^eHHe. 

EojibHOH K. ^anios: pax Hcejiy^Ka, cocroaHHe nocjie cyGroraJibHOH peseiotHH 
xcejiyAKa, BHyrpHnonocTHoro BseAenHM S-^rropypamuia b MHKpoc4>epax. 

15 ConyrcTByiomHe 3a6ojieBaHHa: jKejweKaMeHHaa GojiesHb, aHeapHSMa aopru. B 
nocjieonepaiiHOHHOM nepHOAe y 6oAbHoro pasBHjica TOKCHHecKHH renariiT. Ilocjie 3- 
KpaTHoro BHyrpHBeHHoro BBeACHna npenapara (pasoaaH Aosa SO mt, Kypcoaax ISO Mr) 
BbUBjieao: cHHxceHHe ypOBHH o6is(ero 'H npsMoro 6HjiHpy6HHa b cbiBopOTKe icpoBH 
108/86 MKMOJib/ji — > 8,5S/4,1 Mmojib/ji. ToKCHHecKHii renaxHT KynHposan. 

20 - EojibHOH n ^'arHOs: nepBKrano-MHOwecTBeHHbiH cuHxpoHHbiH pax; ueHrpanbuuH 
paK h/aojih Jieaoro Jiencoro T2NxM0, paK cpeAHeii Tpera nHiAesoAa T2NxM0. 
. ITpenapaT bboahjih BHyrpHBeHHO nepcA icypcoM JiyneBoro JiCHeHHa. Ilocjie 3-KpaTHoro 
BBefleHHH (pasoBaa Aosa 50 mt, KypcoaaH 150 mt) cyGieKTHBHO OTMenanocb yMenbineHHe 
npoaBjieHHH paKOBOro TOKCHKoaa, yMCHbineHHe cjiaSocTH, noHBiiemie annerKra. 

. 25 nocjieAyiomee jiyneBoe jieMCHHe (no cxeiwe AHHaMHHecKoro (J)paKUHOHHpoBaHiw A03bi ao 
COfl 32 Tp) 6e3 jiyneBbix peaKUHH. 

BojibHOH JI. ^arnos: pax tojictoh khiiikh m craAHH. CocxoHraie nocjie 
XHpyprHHecKoro jieneKHH. B nocjieonepauHOHHOM nepHOAe KanoBWH nepHTOHHT, cencHC, 
nojmopraHHaH HeAOcraTOHHOcrb. •. BojibHOMy • npoBOAHJiacb . aHTH6aKTepHanbHaa h 

30 npOTHBOBOcnajiHTCjibHaH Teparma 6e3 nojiOMorrejibHoii AHHaMHKH. flonoJiHeraie 
rpaAHUHOHHOH TepanHH BHyrpHBeHHbiM BBeAeHHCM npen^ara (pasoaax Aosa 50 Mr, 
KypcoBaa Aosa 150 mt) h npoMbmaHHe 6pK)inH0H nojiocTH npenaparoM conpoBO^cAaJiocb 
nojioxcnrenbHOH AHHaMHKoii, HOpManioauHeH 6H0XHMHMeciaix' h Mop^jiorHHecKHx 
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noKasaTejieii KpoBH. FHOHHO-ceirrHHecKHe npoueccu KynnpoBaHbi b pesyAbTare 

2. BHyrpHROJiocTHoe BBCAeHHe npenapara. 

EojibHOH Jl,. JSfiarHOs: paK jierKoro m craAHH, cocroHHHe nocjie XHpyprnHecKoro 
5 jieHCHHH. B nocjieonepauHOHHOM nepHOAe SMnneMa njiespbi, cbhu;. 
MHKpoSHOJiorHHecKHH aHanm 5KHflK0CTH H3 njieBpajibHoii nojiocxH: Pseudomonas 
aeroginosa, Staphylococcus epidermis. HpenapaT bboahjih BHyrpHiuieBpaJibHO b TeneHHC 
40 flHeii Mepe3 fffiHb b paaoBOH floae 25 Mr. OrMeHeHO HcnesHOBeHHe. naxoreHHoS ^jiopu 

B >KHflKOCTH H3 lUieBpajlbHOH nOJlOCTH Ha 40 flfiHb Ha6jIK)fleHI«. 

10 BojibHOfi X. flHarHoa: pan MOHeBoro npbipx n craAHH T2N0M0: CocroaHHe 
nocjie peseKi^HH MOHCBoro nysbipa, jiyneBOH TepanHH. Ocipuii nuejioHe^pur, uhctht. 
BHyrpMnysbipHoe BseAeHHe npenapaxa b pasoBoii Aose 25 mt ex^HCBHO b TeneHHe 10 
AHCH npHBCjio KsKynnpoBaHHio hbjichhh nMe;iOHe4>pHTa, uHcnfra. 

3. Ma3b, co;iep»camaa npenapar. 

IS EojibHaa K. JfyioTHOs: pax npasoH mojiohhoh xcejiesbi 116 craAHn, TINIMO. 
CocTOflHHe nocjie KOMGHHHpoBaHHoro jieneHiu: XMpyprmecKoe h jiyneBaa repaniu b 
1998 r. B 1999 rofly AnarHOCTHpoBaHO MeracraTHMecKoe nopaxeHue kocthoh ncaHH, 
Kocyraoro M03ra. CocroaHHe b npoi^ecce npoBCfleHiia 4 Kypca EXT: HaBejib6HH, 5- 
4)Topypaij[Hji. Ha ^one npoBOAHMOH xHMHorepanHH y 6ojibHOH pasBHJica ^nddvrr c 

20 6ojieBbiM CHHAPOMOM HE jicboIh pyKC. B TeneHHe S ahch 6ojibHOH npoBOAHJiH 
aniuiHKamiH c TpoKcesasHHOBOH Masbio. OAHaKO coxpausjica 6ojieBOH CHnnpoM c 
ranepeMHeS ko»ch no xo^y Benu. Ha 6-oii Aeub HasHaneHa Masb^ coAepacaiqaH npenapar. 
FmiepeMHa no xo^y seHU Hcnesjia EojieBOH chhapom KynHpoBaa 

BojibHaa P. fl^ianioa: paK icyjibTH meHKH MancH DI craAHH. T3N4MO. 

25 B npouecce npoBeflCHHa XHMHOJiyHeBoro jieneHiiH: S-^nvpypauHJi, njia-nmHaM, 
AHcraHimoHHaa h BHyrpunojiocTHafl jiyneBaa repanHa, y 6oAbHOH pasBHJiCH 

BblpaMCeHHblH CJIHBHOH SnHTejIHHT Ha CJIH3HCTOH KyjIbTH meHKH WaXKH. IIpH 

npHMeHeHHH MasH, coAepxamefi npenapar pfa o6pa6oTKH KyjibXH mefiicH MaricH, 
oTMeneHO yMeHbincHHe npoaBjicHHii anHrejiMHra. CneuH4)HMecKoe JienenHe 6buio 
30 npoBCAeHO 6e3 nepepHBa h saBepmeHO b hojihom o&beMc. Ho OKOHMaHHH jieneHHa na 
CJIH3HCTOH KyjibTH uieiiKH MaxKH ocTaTOHHbie flBfleuHH cna6o BbipaxccHHoro anHTejiHMTa. 

4. ^ejiaxHHOBbie 6o.iiK)Cbi, coAep^caiAne npenapar. 

Bo.in>Haa B. Jfyiamos: JiHM^ocapKOMa nepH^iepHHecKHx jiHM^oysjiOB n craflHH. 
IIpH npoBemeHMH icypca IIXT: aHAOKcau, bhhkphcxhh, aronoaxfl, y 6ojibH0H orrMeMeHO 
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BCQHHKHOBeHHe He6oflbinoro ynacTKa HCKpoTHMecKoro 3nHTejiHHTa ua cjiHSHcroii 
noJiocTO pra. IIpH npuMCHeHHH SKejiarHHOBbix 6ojiiocx)b, coAepjKaiuHx npenapar, 
OHHmeHHC n3i>H3BjieHHoro yHacTKa Ha 2 ACHb, Hanano 3nnTejiH3auHH nepes 3 ^,m. 
EojibHOH n. JSfiarms: pax cjihshctoh noAOCTH pra IV craflHH. 
5 IIpH npoBefleHHH 1-oh nonoBHHbi KHMHOJiyneBoro jieneHHa: 5-(J)Topypauiin, 
UHCiuiaTHH, jiyneBaH Tepanna COJ^ 22 Fp, y 6ojibHoro paasHJicH cjihbhoh anHrejiHirr 
cjiHSHCTofi noJiocTH pxa, HTO noTpe6oBajio npeKpamcHHa cneuH^HHecKoro jieneHiM h 
npoBeACHHai CHMnrOMarHHecKoS xepanHH. IlpH npHMeneHHw ^cejiaxHHOBbix 6ojdocob, 
coflepacamHX npenapar, KynnpOBaHHe cnHBHoro anHxejiwHTa na 7 pfim>. JlyHeaaa 
10 xepaniw npoflojiacena h aaBepuiena b sanjianHpOBaHHOM oSfaeMC, IIpH npoBefleuHH 2-oii 
nojiOBHHbi xHMHOJiyHeBoro jieHeHHH «ejiaTHHOBbie 6ojiiocbi, coAepxao^He npenapar,, 
npHMenxjiH npo^jHJiaicrHHecKH c nanajia nposeAeHHH cneuH4>"^ecKoro jieneHiix. 
HecMorpa Ha""HMeK)mHeca k MOMemy Hanajia jieqeHHS npHSHaxH ocrpoBKOBoro 
annrrejiHirra na cjiHSHcroii nojiocTH pra, jieneHne npoB^eno 6e3 nepepbiaoB b 
IS sanjiaHHpoBaHHOM o&bCMe. IIo OKOHHanioi jienenHH: ninepeMHfl cjihshctoh nojiocrrn pra. 

5. IlepopajibHbiH npneM pacTBOpa, coAepxcamero npenapar. 

EojibHaa 3. ^HarH03: paK uieiucH MariCH. Ill craAHH TgNxMo. IIpH npoBeAenHH 
coHeraHHOFO jiyneBoro (AHcraHUHOHHoro h BHyrpHnojiocTHoro) jieqenwi y 6ojibH0H 
pasBHjiHCb HBjieHHfl 3HrepoKOjmra. IlepopajibHbiH npneM pacTBopa, coAepxau^ero 

20 npenapar, b pasoBoii Aose 50 mt (no jiaKTO^jeppHwy) b renenHe 7 ahch cnocodcrBOBan 
KynHpoBaHHK) SHrepoKOJiHra. JlyneBaflrepanHa 6e3 nepepusa b dojihom oGbCMe. 

BojibHaH K. ^araos: paK McenyAKa IV craAHH T4M1M0, cocroaHHe nocne 
XHpyprHHecKoro jieneHiui. IIpH npoBeAeuHH 1-fi nanoBHHbi AHcraHUHOHHOH jiyneBOH 
repanHH ao CO^ 30 Tp y 6ojibHOH orMeHCHU ABAeHH^ AHcnencHH, rouHOTbi, 6ojih b 

25 o5nacTH snHracrpHH. IlepopajibHbiH npncM pacxBopa, coAepxcamero npenapar, b pasoBOH 
A03e 50 MT B reneHHe 7 ahbh KynnpoBan AncnencHio, yMeHbuiHJi 6oAeBOH chhaPOM. 
JlyMeBaa repanHH 6e3 nepepbiaoB saBepmcHa b hojihom oGteMe. Hpn npoBeAenHH 2-oii 
nojiOBHHbi AHCTaHUHOHHOii jiyneBOH repanHH ao COfl 50 Tp pacTBop, coAepsKaiAHii 
npenapar, npHMenann npo(i)HJiaKTHHecKH b pasoBOH Aose 50 Mr b reneHHe ,5 AHefi. 

, 30 C^e^H4)HMecKoe jieneHHe 6.e3 peara^Hii. 

6. PeKTaJibHbie cjfnnosHTopHH, coAepscamHe npenapar. 

£ojn>HaH E. ^arHOS: paK meHKH MaricH m craAHH. Ilpn npoBCAenHH coMeraHHOH 
(AHCTaHUHOHHOii H BHyrpHnojiocTHoii) JiyneBofi repanHH y 6oAbHoii oTMeHeHbi ABneHHa 
peKTHra. E^HMeneHHe peicranbHUX (^nosHTopHeB, C0Aep:acauu« npenapar, npHBejio k 
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KynHpoBaHHK) peKrara Ha 3 nsHb. JlyneBaH Tepanra npOBeflena 6e3 nepepbisa b nojmoM 
oSteMe. 

7. rjiasHbie H HmpaHasajifaHbie KaruiH, coflep»camHe npenapar. 

BojibHaH SI. ^HarHos: KepaTOKOHtiOKTHBifr: xaacecTb bck, cjieaoreHeHHe, 
S CBeTo6oH3Hb, rHnepeMHfl h paspbcoieHHOCTb cjihshctoh o6ojiohkh. IIpHMeHeHHe 
rjiasHbix Kanenb, coAepxcauqux npenapar, npHseno k xyniipoBaHHio KOHbiOKTHBirra Ha 2- 
H fleHb. 

BoJibHaa C. Jlfiarnc^: AByxcropoHHee ocrpoe BOcnaneHHe npHflaroHHbix naayx 
Hoca. 3Kano6bi na nyBCTBO AOBJienHH b o6jiacTH naayx Hoca, roJiOBHan 6ojib, oiaSoe 

10 cjiiQHCTorHOHHoe OTAeneHHe h3 nasyx Hoca. HHrpaHaaaiibHoe npHMeneHne pacTsopa, 
coAep«amero npenapar, cnoco6cnrBOBajio yBejiHHeHioo rnoHHoro oTnenaeMoro h 
OHHmeHHK) naayx HOca na 7-h fleHb. 

TaicHM o6pa30M, saHSJiHeMa^ rpynna HSoSpereHiiii coarBeTCTByer TpeSosanHio 
eflHHCTBa H3o6peTeHHs, nocKonbKy rpynna pasHOO&beicTHbix HSodpereHHH o6pa3yer 

IS ^HHbiii HSoGperaTejibCKHH saMucen, npHweM oahh h3 sasBjueMbcc oGbeinoB rpynnu - 
aHTH6aKTepHajibHbiH, aHXHOKCHflaHTHbiH, flerroKCHi;HpyK>mHH, HMMyHOMOflyjiHpyiou^HH 
H afTTHKaHueporeHHbiH npenapar, coAepxaii(HH jiaKro4>eppHH nenoBeica b KanecTBe 
ocHOBHoro fleHCTByioiflero- Beu^ecTBa h ^^apiAaofi^^rsneaiai npHeMJieMue floGasicH, 
npeflHasHaneHHUH pja HsnyroBjienHH jieKapcTBeuHbix cpeflcrs, h/hjih jieKapcraeHHue 

20 cpeACTTsa, coflepxcauuie npenapar h ' ^lapMauesrHHecKH npneMjieiMbie HOCHrejiH, 
npeflHasHaneH pflsi ocyu^ecrBjiCHHs flpyroro sansjiHeMoro o&beicra rpynnu - cnoco6a 
npo4>HJiaKTHKH h/hjih JieneHHH 3a6ojieBaHHH c HcnojibsosaHHeM npenapara, 
coflepxcaii^ero jiaKTo4>eppHH nejiOBeKa b KanecTBe ochobhopo fleiicTByioiflero seutecTBa, 
h/hjih jieKapcTBeHHbix 4)opM, HsroToaneHHbK na ocHOse npenapara, b KanecTBe 

25 aHTH6aKTepHajibHbix, h/hjih aHTHOKCHflairrHbix, h/hjih npoTHBOBOcnajiHrejibHbix, h/hjih 
. flexoKCHitHpyioiflHX, h/hjih HMBaynoMOflyjiHpyiomHX, h/hjih aHTHKaHLieporenHbix 
cpencTB. 

SaaBJweMaa rpynna H3o6peTeHHH cooTBercTByer Tpe6oBaHHaM 
nareHTOcnocoSHOCTH rio KpirrepHHM H0BH3Hbi, H3o5peTarejibCKoro ypoBHH h 
30 npoMbnnjieHHOH npHMenHMOCTH. SaaBjweMaa rpynna H3o6peTeHHH oSjiaflaer paflOM 
npeHMyii;ecTB no q>aBHeHHK) c Hcnojib3yeMbiMH b Hacro^ee BpeMH npenaparaMH na 
ocHOBe jiaKTo4>eppHHa h cnoco6aMH hx KJiHHHHecKoro npHMeneHwi. . 
A HMeHHo: 

npenapar 6H0C0BMecrHM c opranHSMOM qeJiOBexa h repaneBTHMecicH 
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BbICOK034)4>eicrHBeH, 

npenapar coBMecTHM c jiio6i>imh 4>&PMai;eBTHHecicH npHroAHUMH HOCHrejiHMH: 
pacTBOpwrenflMH, MasHMH, »ejieo6pa3yiomHMH BemecTsaMH; 

npenapar npHroAeH jvw. HsroroBjieHHH jieKapcTBenHbix cpeACTB, npeAuasHaMeHiibix 
5 fljiH jieneHHH 3a6o;ieBaHHH pasJuwHoii jioKaJiHsaiuoi; 

Ha ocHOBe npenapara Moryr 6brrb HsroroBjieHbi jieKapcTseHHue cpoACTBa jno6oH 
Tpe6yeM0H KOHiieHTpauHH; 

npenapar yfloGen b xpaHCHHH m xpaHcnopTHpoBKe; 

jieKapcTBeHHbie cpeflcrsa, HsroroBjieHHwe m ochobc npenapara, Moryr 6brn> 
10 BBcAeHbi b opraHHSM npaKTHHecKH jiio6biM h3 HSBecTHbix cnoco6oB: nepopajibno, 
BHyrpHBeuHO, BHyrpHnojiocTHO, BHyrpHnysupHO, b vapfi rnasHbix xanejib, HHnuuuHH, 
MaseHHAP-; 

HcnojibsoBaHHe b KflHHinecKOH npaimiKe jieKapcTBeHHbix cpeAcrs, HsroroBjieHHbix 
Ha ocHOBe npenapara, nosBOiraeT ocymecrajiOTb xax jioKajibHoe BOSAeHCTBHC, xax h na 
IS opraHHSM B ucjiom; 

jieicapcTBeHHbie q>eACTBa aa ochobc npenapara, coAep^amero Jiaicro4>eppiiH 
MenoBeKa, Moryr 6brrb HsroroBiieHbi b ycnoswix jnoGoii kjuihhkii hjih anxeioi; 

npenapar AociyneH no uene, era npHMeneHHe b jieneSHofi npaicTHKe 
SKOHOMHHeCKH oopaBAaHO. 
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OOPMYJIA H30BPETEHIM 

1. AHTHSaicrepHajibHWH, aHTHOKCHwaHTHuii, aeroKCHimpyiouiHH, 
HMMyHOMOAyJiHpyiouilHH H aHTHKaHi^eporeHHUH npenapar, coAepxcauiHit 
jiaKTo4)eppHH Henoseica b KanecTBe ochobhoix) AeHCTByioiaero Beiaecrsa h 

S 4>&PM^^BTHHecKH npneMJieMiiie AoSasioi, omnuHajou\uAcH tcm, hto npenapar 
coAepxHTyKasauHbie KOMnoHekru s cji^AyioiAHX cooTHOmeHiux, Mac. %: 
JIaKTo4>eppHH HejioseKa 10,0 - 90,0 

OapMaueBTHHecKH npHCMJieMbie Ao6aBKH OcrajibHoe 

2. JleKapcTBeuHoe cpe^CTBO no n.l, omnuHotomeeca tcm, hto oho BunojineHO a 
4)opMe pacTBopa jva. BHyrpeHHero BBQAeHMfl c KOHi^eHrpaivieu ochobhoix) 
AeiiCTByiomero Bemecrea 0,01 - 0,025%. 

10 3. JleKapcTBeHHoe cpeAcrso no n.l, omnuHoiomeecn tcm, hto oho BbmojiHeno b 
4)opMe pacTBOpa jva BHyrpHnojiocTHoro hjih BHyrpHnysbipHoro BBeACHHA c 
KOHLieHTpanHeH ocHOBHoro ACHCTByiomero BemecTBa 0,05 - 0,3%. 

4. JleKapcTBeHHoe cpeACTBO no n.l, oitmwtajomeeca rtM, hto oho BbinojiHCHO b 
4)opMe pacTBOpa ajw nepopanbHoro BBefleaHa c KOHueHTpauHefi ochobhopo 

15 fleHCTByioiAero Bemecrsa 0,01 - 0,4%. 

5. JleKapCTBCHHoe cpeACTBo no n.l, omnuHoiomeeai tcm, hto oho BbinojiHeno b 
4)0pMe pacTBopa aju o6pa6oTKH paHeBbix noBepxHocreii c KOHuempauHeH 
ocHOBHorx) AeficTByHDmero BeiniecTBa 0, 1 - 0,3%. 

6. JICKapCTBeHHOe cpeACTBO no n.l, onmuHamneecH tcm, hto oho BbinojiHeno b 
20 4)opMe pacTBOpa Ana HmpaHaaajibHoro npHMeneHiu hjih b (|>opMe rjiasHbix Kanenb 

0 KOHueHTpaiiHeH ochobhoix) AeHCTsyioiAero aeiqecTBa 0,075 - 0,3%. 

7. JleKapcTBeHHoe. CpeACTBO no n.l, omnuHammeeai tcm, hto oho BbinojiHCHO b 
4>opMe MasH c KOHueurpaiQieH ochobhoix) AeHcrsyioiAero semecTBa 0,2 - 1,0%. 

8. JleKapcTseHHoe cpeAcrao no n.l, omnumuomeecA reM, hto oho BunojiHeHO a 
25 ^a^uQ 60J110COB AJiH nepopanbHoro npHMeHennfl c KOHueHTpaimeu ochobhoix) 

AeiicTByioutero Beiqecraa 0,2 - 1,0%. 

9. JleKapcTBeHHoe cpeAprao no n.l, ouvuiHammeecM tcm, hto oho BunojiHeno a 
^opue cynnosHTopiieB Ana peKrajibHoro hjih HHTpaaarHHanbhoro npuMeneHHa c 
KOHueHTpauHeii ochobhoix) AeiiCTByioiAero BeutecrBa 0,2 - 1,0%. 

30 10. JleKapcTBeHHoe q)eACTB6 no n.l, onvuiHawmeecH tcm, hto oho BbinoiiHCHO a 
4)opMe TaSneTKH c coAepxcaHHeM ochobhofo AeHCTByioiAero semecTBa 1 - 5 %. 
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11. Cnoco6 npo4)HJiaicrHKH H jieneHHH 3a6ojieBaHHH npH noMomH 4)apMaueBTHMecKOH 
KOMnosHUHH, coAepacameii jiaicro^JeppHH, omnuHoiomuucfi tbm, hto 
npo4)HjiaKTHKH n/miH jieneHHa 3a6ojieBaHHH h/hjih TOKcmecKHX coctohhhh 
Hcnojib3yK)T npenapar no n. 1 . 
5 12. Cnoco6 no n. 1 1, ottmuHOiomuuca tcm, hto ajm npo4)HJiaKTHKH h/hjih jieHCHHa 

T0KCHK030B paSJlHHHOH 3THO.nOrHH, HH^CKUHH, BOCnaJieHHH npHMCHHIOT. 

aHyrpHBCHHoe BsefleHHe pacTBOpa c KOHuempauHeH ocHOBHoro AeBcTByiomero 
aemecTBa 0,01 - 0,025%, b pasoeoH flose 40 - 60 Mr, 1 - 2 pasa a nenb b TeneHiie 3 - 

10 flHeii. 

10 13. Cnoco6 no n. 1 1, omnuH(UOU{uiicH tcm, mto Ana npo4>iinaKrMKH h/hjih .neneKHfl 
HH^eiouiH, BOcnaiieHHH b nojitpc opraHax npHMeH«OT BHyrpHnojiocTHoe hjih 
BHyrpHnysbipHoe BBCAeHHe pacTBopa c KOHueHrpaipieH ocHOBHoro AeHcrayioiAero 
BemecTBavG.OS - 0,3% a KOJiHHecTBe 50 - 100 mji, b saaHCHMOCTH or o&beMa 
noJiocTH, 1-3 pasa a Aenb a reneHHe 5-30 ahch. 

15 14. Cnoco6 no n. 11, onvwHOiou^uuai tcm, mto ma OHHmenHfl pan, rHOHHbix 
nojiocreii h ycKopenHH rpanyjiAUHH npHMennioT pacraop c KOHuenrpaiiHeH 
ocHOBHoro AeHCTByroiAero Beuiecraa 0,1 - 0,3% 2-3 pasa b A^Hb npH SKcnosHUHH 
1 - 4 H B TeneHHe 3-15 ahch. 
15. Cnoco6 no n.ll, onmuHommuiicji tcm, hto jsflu npo^HJiaicTHKH h/hjih AeneHHs 

20 pHHHTOa H KOHblOHKTHBHTOB paSJDfHHOH STHOAOrHH npHMeH«OT paCTBOp C 

. KOHuenrpauHeH ocHoahoro AeHcrayioiAero aeiAecraa 0,075 - 0,3%, a bh^ac Kaneju> 
a HOC 5 - 6 pas B pfiHb no 3 - 5 icanejib a Kmpyio hosapk) hjih a sapfi nnasHbix 
Kanejib 3 -4 pasaa ACHb no 1 - 2 xaiuiH a Kaxffbm rnas cooTBercTBeHHO a reneHHe 3 
- 7 AHeii. 

25 16. Cnoco6 no n.ll, oimuHioHfuiuucn tcm, hto Ans npo^HjiaxTHKH h/hah AeneHUfl 
TOKCHHecKHx . cocTosHHii,- h/hjih. HH4)eKAHH, h/hah BOcnaACHMH B opraHax 
acejiyAOHHO-KHUieHHoro Tpaicra npHMCHHiOT Bnyrpb pacTBop c KOHueHTpauHeii 
ocHOBHoro AeiicTByiomero Bemecraa 0,01 - 0,4%, b pasoBoS Aose 40 - 60 mt 1 - 3 
pasa B ACHb nepes 2 h nocAe eAbi b TeneHHe 3-15 flHefi. 

S'O 17. Cnoco5 no n. 11, otmuHaioiu,uuai tbm, hto ajw npo4)HAaKTHKH h/hah AeneHHA 

HH4)eKUHH, h/hah BOCnaACHHH B JKejiyAKe H KHIAeHHHKe npHMCHHlOT Ta6AeTKH c 

coAep>KaHHeM ochobhoto AeHCTByroiuero BemecTBa 1 - 5%, b pasoBoii Aose 40 - 60 
Mr ocHOBHoro AeiicTByioiAero BeiACCTBa 1 - 5%, b pasoBofi AOse 40 - 60 Mr 
ocHOBHoro aeiAecraa 2-3 pasa a Aenb nepes 2 h nocAe opfA b TeneHHe 3-15 ahch. 
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18. CnocoS no n.ll, otmuHawmuiiai reM, hto ajm npo4)HJiaKTHKH BosHHKHOBeHHH 
SJiOKaHecTBeHHbix onyxojieH npHMeHHKST BHyrpb pacrsop c KOHuempauHeH 
ocHOBHoro flCHCTByiomero Bemecraa 0,01 - 04%, b pasoBOH Aose 40 - 60 Mr 1 pa3 b 
ACHb Hepes 2 h nocjie cam b TeneHHe 30 ahch, Kypc npo4>HnaicrHMecKon) npHCMa 

5 noBTOp«OT 2-3 pasa b ron. 

19. Cnoco6 no n.ll. ommiaiomu&CH tcm, hto AJts npo4>HxiaKTHKH BOSHHKHOBeHiu 
3flOKaHecTBeHHbix onyxojiefi npHMenxioT Bnyrpb Ta6neTKH c coAepxcanneM 
ocHOBHoro AeiiCTByioiAero seiAecTBa 1 - 5%, b pasoBOH nose 40 - 60 mt ochobhoix) 
semecTBa 1 pas b pfiwb nepes. 2 h nocjie eau b TeneiiHe 30 ahch; icypc 

10 npo4)HJiaKTHHecKoro npHCMa noBTopxKrr 2-3 pasa b roA. 

20. Cnoco6 no n. 11, omtuHoiomuuai tcm, hto Ufa npo4)HJiaicrHKH vUvum. JieneHiu 
HH4)eKUHH h/hjih BocnajieHHH B poTOBOii nojiocTH h/hjih nHu^eBOAe npHMeiuKxr 
6ojiK)Cbi,^np^a3HaHeHHue AJia MeAneHHoro paccacusanHH a porosoS nojiocn^ c 
KOHueHTpaiQieH ochobhoix) AeHcrByK)u;ero seu^ecTBa 0,2 - 1,0%, b pasoBon AOse 6 

15 - 30 MT OCHOBHOIX) BemecTBa. 

21. Cnoco& no n.ll, omuiHoiomuucn tqm, hto pflu npo4>HJiaKTHKH h/hjih jieneHHa 
wai^&sxsym h/hjih BOcnanenHH koxch h cjiHSHCTbix npHMensiOT MasH c 
KOHqempaipiefi ochobhoix) AciicTByioiAeix) semecTBa 0,2 - 1,0%. 

20 
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[npoAonxeHHe hb cnea. crpaHHue] 



wo 02/03910 A3 HiilillliillllMIIIIiil 



HsoepereHHC othochtcj! k MCflHUHHe h Kacaercji aHTH6aKTepMajibHoro, 
aHTHOKCHAaHTHoro, AeTOKCHUHp>'K)inero, HMMyHOMOflyjiHpyiomero h 
aimiKaHueporeHHoro npenapara. 

HsoGpereHHe aaKjuoMaerca b tom, mto npenapar coflepjKHT HejiOBeHecicHH 
jiaicT04>eppHH B KanecTBe aicTHBHoro Bemecrsa h 4>apMaMeBTHHecKH npneMneMbie 
Ao6aBKH, npeAHasHaHeHHbiM wa HsroroBjieHHn jieKapcTBCHHUx cpeAcrs, h/hjih 
jiexapcTBeHHue cpewcTBa, coAepjKaiuHe npenapar h 4>apMaueBTHHecKH npHeMJiCMwe 
HOCMTejiH: pacTBop jua BHyrpHBeHHoro BBeneHiu, pacrsop ajw BHyrpHnojiocTHoro hjih 
BHyrpHnysbipHoro BBeAeHM, pacTBop Aiu nepopajibHoro BBeAeHwi, pacTBop nfl» 
o6pa6oTKM paHCBbix noBepxHOcreii, pacreop ajw HinpaHaaajibHoro npHMeHenvw hjih b 
4)opMe rjiasHbK Kanejib, Masb, 6ojiiocbi ana nepopajibHoro npHMeHenHH, cynnosMTopHM 
jum peKTajibiioro hjih HHTpaBaniHajibHoro npHMeneHHii, TaSjierKH. Cnoco6 
• npo(|>HJiaicTHKH h/hjih jieHeHHJi 3a6ojieBaHHH c HcnonbSOBaHHCM npenapara, 
coflepxawero Jiaicro^eppHH nejiOBexa. H3o6penreHHe oeecneHHsaer co3AaHHe 
Aociynnoro no ctohmocto npenapara h AeKapcrBenHbix cpeflCTB na ero ocHOBe. 



INTERNATIONAL SEARCH REPORT 



inteniational application No. 
PCT/RU 01/ 00276 



A. CLASSIFICATION OF SUBJECT MATTER 

IPC 7 A61 K 38/40, 35/20, 9/08, 9/20; A61 P3 1/04. 35/00. 37/02 

Accordins to International Patent Classification (IPC) or to both national classification and IPC 

B. FIELDS SEARCHED 

Minimum documentation searched (classification system followed by classification symbols) IPC 7 

A6IK 38/40, 35/20, 9/08, 9/20; A61P43/00, 31/04, 35/00, 37/02 



Documentation searched other than minimum documentation to the extent that such documents arc mcluded in the fields searched 



Electronic data base consulted during the international search (name of data base and. where practical, search terms used) 



C. DOCUMENTS CONSIDERED TO BE RELEVA^^• 



Category* 


Citarion of document, with indication, where appropriate, of the relevant passages 


Relevant to claim No. 


Y 


RU 2099065 CI (MOSKOVSKY NAUCHNO-ISSLEDOVATELSK^• 
ONKOLOGICHESKY INSTITUT im. P. A. GERTSENA MZ RF) 
20 December 1997 (20.12.97) 
the abstract, the claims, columns 5-7 


1-21 


Y 


US 5543392 A (MORINAGA MILK INDUSTRY CO. LTD.) 
6 August 1996 (06.08.96) 

the abstract, the description, columns 4. 8-10, examples 


1-21 


Y 


WO 98/44940 Al (AGENNIX. INC.) 

15 October 1998 (15.10.98) 

the abstract, pages 19, 20, 22, 25 of the description 


2-7,21 


Y 


EP 0955058 AI (MORINAGA MILK fNOUSTRY CO LTD ) 
10 November 1999 (10.11.99), the abstract 


10. 17, 19 


A 


RU 95102930 AI (MOSKOVSKY NAUCHNO-ISSLEDON ATALSK^' 
ONKOLOGICHESKY INSTITUT im. P. A. GERTSENA MZ RF) 
20 December 1997 (20.12.97) 
the abstract, the claims 


1-21 



□ 



Further documents are listed in the continuation of box C. 



□ 



y members are listed in annex. 



' Special categories of cited documents: 



"E" earlier document but published on or alter the in 



1 may throw doubts on priority claim(s) or which 
IS cued to establish the publication date of another citation or 
other special reason (as specified) 

"O" document refemng to an oral disclosure, use, exhibition or other 
"P" document published prior to the international iiling date but later 



"T' laier documcni published after the international filing di 
pnoriiy dale and noi in conflict with the application but 
understand the pnncipic or theory underlying the inveni 

"X" documcni of particular relevance; the claimed invention 
considered novel or cannot be considered to involve an 
step when the document is taken alone 

"Y" docuiTKnt of particular relevance; the claimed invention 
l)econsidercd to involve an inventive step when the 
combined uith one or more other such documents, si 
combination being obvious to a person skilled in the i 

"&" document member of the same patent family 



Date of the actual completion of the international search 
21 January 2002(21.01.02) 


Date of mailing of the international search repon 
31 January 2002 (31.01.02) 


Name and mailing address of the ISA/RU 


Authorized onftcer 
Telephone No. 



Form PCrrASA/210 (second sheet) (July 1998) 



OTHET O MEiK^yHAPO^lHOM DOHCKE 



MejKiiyHapojiHaa saflsra 

PCT/RU 01/00276 



A. KJlACCHOHKAlUm HPEZIMETA H30BPETEHi«I: 

A61K 38/40, 35/20, 9/08, 9/20; A61P 31/04. 35/00, 37/02 
CorflacHO Me?imyHapoiiHoa naxetn-Hofl iuiaccHi|)HicauHH (MFIK-?) 



B.OEJlACTHnOHCKA: 



ripOBCpCHHUn 



IH (CHCTCMa KJ 



MnK-7: 



A6 IK 38/40, 35/20, 9/08, 9/20; A61P 43/00, 31/04, 35/00. 37/02 



jlpyraji npoeepcHHax aoKyMeHrauHii b toB Mcpc. b Kaicoft OHa 



3;ieKTpoHHa)i 6a3a jiaHHUx, Hcnojib30BaBiuaAC)i npn noHcice (HaseaiiHC 6a3U h, ecjiH, bosmoxcho. 



C. AOKyMEHTbl. CHHTAtOmHEC;? PEJlEBAHTHblMH: 



CcbiJiKH Ha jOKyMMfTbi c yKaaaHHCM. rje yro B03MoaicHO. pejicBaHTHHX sacreH 



Othochtch k nymcty Kg 



RU 2099065 CI (MOCKOBCKHfl HAyMHO-HCCJIEflOBATEnbCKHft OHKOJIO- 
THMECKHH HHCTHTYT hm. n.A. TEPUEHA M3 PO) 20.12.1997, pofepar, (fopMyjia, 



US 5543392 A (MORINAGA MILK INDUSTRY CO., LTD.) Aug. 6, 1996, pe^jepar, 
onHcaHHe. kojioiikh 4. 8.-I0. ripiiMepu 



WO 98/44940 Al (ACiliNNIX. INC.) 15.10.1998, pe(|)epar, onHcaime crp.l9. 20, 22, 25 
EP 0955058 Al (MORINAGA MILK INDUSTRY CO., LTD.) 10.11.1999, pei^epaT 



RU 95 102930 A I (MOCKOBCKMfl HAyMHO-HCOlEflOBATEJIbCKHK OHKOJIO- 
rHMECKHfl HHCTHTYT mm. H A. TEPUEHA ) 20.12.1997, pe<J)epar, (jiopMyjia 



I locneayioi 



rpa<l)biC. Oiia 



le flOKyMCHTU yKasaiiu b iipoaojdkchiim 



Gonee pnHHHR AOKyMeirr, ho onyGnHicc 




ilara iieRcTBHTeflbiioro saBcpiueiiHii MnuiyiiapoiiHoro 
noHCKa: 21 nHBapii 2002 (21.01.2002) 



31 11 



HaiiMCHOBaHiie ii anpec MexuiyHapoaMoro nc 
<l>eaepanfcHuR HiicrHryr npoMuuiJieiiiioii 

C06cTBeilH0CTH 

PoccHfl. 121858. MocKBa, BepewKOBCKaa Ha6.. 30-1 
OaKc: 243-3337. TeJieraflii: 1 14818 ROilAMA 



ynojiHOMOHeHHoe jihuo: 

A. MoAJifc 
Tejie(|K)H Xa (095)240-25-91 



cfcopma PCT/IS/V/210 (BTopofi jiHCT)(Hio/ib 1998) 



